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Art Unit: 1626 

DETAILED ACTION 

Claims 1-12, 14, 16 and 18-26 are currently pending in the instant application. 
As stated. in the previous Office Action, claims 16 and 18 are withdrawn from 
consideration as being non-elected subject matter. Applicants added new claims 22-26 
and amended claims 1, 6, 16 and 20 in Applicant Arguments/Remarks filed on 
December 22, 2006. Claims 24 and 25 are withdrawn from consideration as being 
non-elected subject matter. 



I. Response to Amendment and Remarks 

Applicants amendments to the claims and remarks filed on December 22, 2006 
have been entered in the application and considered. 

Applicants' amendments and arguments have not overcome the following 
rejections: 

The 35 USC 102(e) rejection of claims 1-11,14, 19 and 21 as being anticipated 
by the Smith, etal. (US20040267028). 

II. Rejection(s) 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 
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(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claim 26 is rejected under 35 U.S.C. 102(e) as being anticipated by Martins, et 



al. (US2003/0013754). The primary reference of Martins, et al. claims benefit to a 
Provisional application 60/171,954, filed on December 23, 1999. The instant invention 



The Martins, et al. reference teaches pyrrole compounds that are potent and 
selective inhibitors of PDE4 such as 5-Methyl-1,2-diphenyl-1H-pyrrole-3-carboxylic acid 
(See example 44, page 19, paragraph [0188]). This species of compound anticipates 
the genus compound of the instant invention that is fully defined in claim 26. 



The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 



(1) Claims 1-11, 14, 22 and 23 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The term "prodrug" in the 




claims a product with the formula 



in claim 26. 



Claim Rejections - 35 USC §112, 1 st paragraph 



above claims are not defined in the specification so as to know the structures of the 
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compounds that are included and/or excluded by the term. Therefore, the specification 
lacks adequate support for Claims 1-11, 14, 22 and 23. 

(2) Claims 1-11, 14, 22 and 23 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for preparing several amino acid 
derivatives by using the specified organic amines (See pages 5-13 of the specification), 
does not reasonably provide enablement for a prodrug of a compound of formula (I) or 
(II). The specification does not enable any person skilled in the art to which it pertains, 
or with which it is most nearly connected, to make the invention commensurate in scope 
with these claims. 

As stated in the MPEP 2164.01 (a), "There are many factors to be considered 
when determining whether there is sufficient evidence to support a determination that a 
disclosure does not satisfy the enablement requirement and whether any necessary 
experimentation is "undue." 

In In re Wands , 8 USPQ2d 1400 (1988), factors to be considered in determining 
whether a disclosure meets the enablement requirement of 35 U.S.C. 112, first 
paragraph, have need described. They are: 

1 . the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 

In the instant case 
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The nature of the invention 

The nature of the invention is a compound of formula (I) or (I I) or a 
pharmaceutically acceptable salt, prodrug or solvate thereof. 

The state of the prior art 

It is the state of the prior art that the term "prodrug" found in the claims is defined 
as a pharmacological substance (drug) which is administered in an inactive (or 
significantly less active) form. Once administered, the prodrug is metabolized in vivo 
into the active compound (< http://en.wikipedia.org/wiki/Prodrug >). 

The amount of direction or guidance present and the presence or absence of 

working examples 

There is no direction or guidance present in the specification or working 
examples present in the specification are that defines or relates to what prodrugs are 
being included in the elected invention. The term "prodrug" is not defined in the instant 
specification. 

The breadth of the claims 

The breadth of the claims a compound of formula (I) or (II) or a pharmaceutically 
acceptable salt, prodrug or solvate thereof. 

The quantity of experimentation needed and the level of the skill in the art 

While the level of the skill in the pharmaceutical art is high, the quantity of 
experimentation needed is undue experimentation. One of skill in the art would need to 
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prepare compounds with both similar and different structural radicals without any 
direction as to what structural radical is needed and how different the prodrug can be 
from a compound of formula (I) or (II). 

The level of skill in the art is high without showing or guidance as to how to make 
prodrugs of a compound of formula (I) or (II) it would require undue experimentation to 
figure out the starting materials, solvents, temperatures and reaction times that would 
provide prodrugs of the above compounds. 

(3) Claim 12 is rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for stereoisomers of a compound in claim 12, does 
not reasonably provide enablement for constitutional isomers of a compound in claim 
12. The specification does not enable any person skilled in the art to which it pertains, 
or with which it is most nearly connected, to make the invention commensurate in scope 
with these claims. 

As stated in the MPEP 2164.01 (a), There are many factors to be considered 
when determining whether there is sufficient evidence to support a determination that a 
disclosure does not satisfy the enablement requirement and whether any necessary 
experimentation is "undue." 

In In re Wands . 8 USPQ2d 1400 (1988), factors to be considered in determining 
whether a disclosure meets the enablement requirement of 35 U.S.C. 112, first 
paragraph, have need described. They are: 
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1 . the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 

In the instant case 

The nature of the invention 

The nature of the invention is a compound selected from a group defined in claim 
12 and where applicable, optical isomers, tautomers, stereoisomers and racemates 
thereof as well as pharmaceutical^ acceptable salts and solvates thereof. 

The state of the prior art 
It is the state of the prior art that the term "isomer" found in the claims is defined 
as compounds that have the same molecular formula, but different structures. There are 
two types of isomers, constitutional isomers and stereoisomers. Constitutional isomers 
differ in the way the atoms are connected whereas in stereoisomers the atoms are 
connected in the same way, but differ in the way the atoms are arranged in space. 
( http://chemed.chem.purdue.edu/genchme/topicreview/bp/1orqanic/isomers.html> ). 

The amount of direction or guidance present and the presence or absence of 

working examples 

The only direction or guidance present in the specification is the brief description 
of how isomers may be separated on page 5 in the specification. There are no working 
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examples of possible isomers present in the specification. 

The breadth of the claims 
The breadth of the claims is a compound selected from a group defined in claim 
12 and where applicable, optical isomers, tautomers, stereoisomers and racemates 
thereof as well as pharmaceutical^ acceptable salts and solvates thereof. 

The quantity of experimentation needed and the level of the skill in the art 
While the level of the skill in the pharmaceutical art is high, the quantity of 
experimentation needed is undue experimentation. One of skill in the art would need to 
prepare compounds with both similar and different structural radicals without any 
direction as to what structural radical is needed and how different the isomer can be 
from a compound listed in claim 12. 

The level of skill in the art is high without showing or guidance as to how 
to make other isomers, it would require undue experimentation to figure out the starting 
materials, solvents, temperatures and reaction times that would provide other isomers. 

Claim Rejections - 35 USC § 112, 2 nd paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 

(1) Claims 1-11, 14, 22 and 23 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. In claims 1 , 6, 22 and 23, applicant is 
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claiming a compound of formula (I) or (II) or a pharmaceutical^ acceptable salt, prodrug 
or solvate thereof. Furthermore, the term "prodrug" in claims 1-1 1,14, 22 and 23 
renders the claims indefinite as the term "prodrug" is a pharmacological substance 
(drug) which is administered in an inactive (or significantly less active) form. Therefore, 
the term "prodrug" found in the claims renders the claims indefinite because the term is 
not defined as to know the metes and bounds of the claims. 
(2) Claims 6, 10 and 23 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite and unclear. In Claims 6 and 22, the groups Ci- 6 alkyl group, Ci- 6 alkoxy, 
trifluoromethyl, and Cvealkylamino in the variables R 7 , R 8 , R 9 and/or R 10 are not 
included in Claim 1 in which Claim 6 is dependent. For example, in claim 1 the alkyl 
group mentioned only includes C1.3 not C1.6 as defined in claim 6. In claim 10, the group 
1-piperidinylamino has been deleted from claim 6 in variable R 9 and claim 10 depends 
on claim 6. There is insufficient antecedent basis for these limitations in the claims. 

III. Conclusion 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Shawquia Young whose telephone number is 571- 
272-9043. The examiner can normally be reached on 5:30 AM-2:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph M-Kane can be reached on 571-272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). KAWWLA.SAEED,PH.D. 




